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DETAILED ACTION 

Claims 5-17 are pending in the application. 

This office action in response to the amendment filed on 10/4/2006. 

Response to Amendment 

Acknowledgement is made of Applicant's submission of a terminal disclaimer to patent 
6,207,383. It has been approved. The rejection of claims 5-10 for double patenting has been 
withdrawn. 

The restriction between different primer sequences has been withdrawn and the objection 
to claims 6, 8 and 10 has been withdrawn. 

The rejection of claims 5, 7, 9 under 35 U.S.C.102 (b) is maintained for reasons set forth 
of the record mailed on 4/21/06 and further discussed below. Claims 1 1, 13, 15 are also rejected 
by the same reference for reasons given below. 

Claims 11, 13, 15 and 17 are also rejected under 35 U.S.C. 102 (a) for reasons given 
below. This is a new rejection necessitated by Applicant's amendment. 

Claims 5-10 and 17 are rejected under 35 U.S.C. 1 12 1 st paragraph for reasons given 
below. This is a new rejection necessitated by Applicant's amendment. 

Response to Arguments 
Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 
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Claims 5, 7 and 9 are rejected under 35 U.S.C. 102(b) as being anticipated by Keating et 

al. 

In response to this rejection, Applicants argue that Keating discloses a genomic 
characterization of HERG having only three introns and 4 exons, whereas the present invention 
discloses 15 exons. Applicants further assert that the primers listed in Table 1 cannot be used 
amplify entire exon except for exon 7. Applicants thus conclude that the amended claims are not 
anticipated by the reference. 

The above argument have been fully considered but deemed unpersuasive. The instant 
claims are drawn to a method of detecting a mutation which causes or is associated with LQT by 
amplifying any one of exons 1-6 and 8-15 of HERG with a pair of primer that amplifies the 
entire exon. The Keating reference discloses a number of mutations identified by amplification 
of different exons, i.e, exon 1, 2 (mutation in S2 is located in exon 1, and mutation in S5 is 
located in exon 2), see Figure 12 G-I. Further, the intron/exon boundary is also disclosed in 
Keating et al. (see Figure 9, legend, col.4). While the primer for amplifying the entire exon is 
not disclosed in Table 1, the disclosure of the Keating enables on to make such primers since the 
cDNA sequence and boundary of exon/intron is known. The claim is direct to a method of 
amplifying any one of the exon from 1-6 and 8-15, the claim limitation does not require any 
specific primer sequence. As such, it does not require the reference to teach a specific primer 
sequence that is able to amplify the entire exon to anticipate that instant claimed invention. 
Therefore, the teaching of Keating et al. discloses every limitation of the claims. The rejection is 
thus maintained. 
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Claims 11,13 and 15 are also anticipated by this reference because the reference has 
taught amplifying mutant sequence in different exons (see discussion above). Thus, it discloses a 
method of detecting a mutation which causes or is associated with LQT by amplifying two or 
more exons from 1-15 of HERG with a pair of primer that amplifies the entire exon. Similarly, 
since no specific primer is recited in the claim, the reference does not have to teach a specific 
primer sequence. The disclosure of the Keating is sufficient to anticipate the instantly claimed 
invention. 

New Grounds of Rejection Necessitated by Applicant's Amendment 
Claim Rejections - 35 USC§112 
The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 5-10 and 17 are rejected under 35 U.S.C. 1 12, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to reasonably convey to one skilled in the 
relevant art that the inventor(s), at the time the application was filed, had possession of the 
claimed invention. 

Claims 5 is amended to recite amplifying any one of "exons 1-6 and 8-15 of HERG." 
This newly added limitation is not supported by the instant specification. The instant 
specification does not teach a method for detecting a mutation which causes or is associated with 
LQT by amplifying the any one of the specific exons (without exon 7). Thus, such recitation 
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constitutes new matter. Claims 6-10 are also rejected for containing new matter because they 
depend on claim 5. 

Claim 17 recites amplifying all 15 exons of HERG. This limitation is not disclosed in the 
cited paragraph 49, 163, 192 and 193 of the instant specification. The cited paragraph only 
discloses amplifying regions within HERG for mutation, not entire 15 exon with no other 
sequence as recited by the instant claim. Therefore, such recitation constitute new matter. 

Claim Rejections - 35 USC §102 

(a) the invention was known or used by others in this country, or patented or described in a printed publication in this 
or a foreign country, before the invention thereof by the applicant for a patent. 

Claims 11, 13, 15 and 17 are rejected under 35 U.S.C. 102(a) as being anticipated by Itoh 
et al (Human Genetics, 1998, Vol 102, pages 435-439). 

The claims are drawn to a method of detecting a mutation which causes or is associated 
with LQT by amplifying two or more exons from 1-15 of HERG with a pair of primer that 
amplifies the entire exon. 

Itoh et al. discloses a method of detecting a mutation which causes or is associated with 
LQT by amplifying two or more exons from 1-15 of HERG with a pair of primer that amplifies 
the entire exon. Itoh et al. discloses all intron/exon boundary of the 15 exon, and primers for 
amplifying all 15 exon (see Figure 1). Itoh et al. further discloses mutations detected in different 
region (see Table 1). Therefore, Itoh et al. disclose the instantly claimed inventions. 

Claim Objections 

Claims 6, 8, 10, 12, 14 and 16 are objected to as being dependent upon a rejected base 
claim, but would be allowable if rewritten in independent form including all of the limitations of 
the base claim and any intervening claims. 
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Conclusion 

No claims are allowed. 

Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Celine X. Qian Ph.D. whose telephone number is 571-272-0777. 
The examiner can normally be reached on 9:30-6:00 M-F. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Remy Yucel Ph.D. can be reached on 571-272-0781. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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Examiner 
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